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Background 

With the transfer of the pharmaceuticals dossier from DG Enterprise to DG SANCO (Health 

and Consumer Protection) at the European Commission, there is an opportunity for HAI 

Europe to draw on our expertise and experience to offer analysis and input on how to orient 

the pharmaceuticals portfolio going forward. 

Under DG Enterprise, pharmaceuticals was primarily an industry dossier. But, with the 

transfer, it must now be treated as a public health and consumer-driven dossier. With this in 

mind, HAI Europe has committed to produce a report on the priority pharmaceuticals issues 

from a public health and citizen-perspective in the 2011 Work plan. 

Project Structure 

The project will be executed in two main parts:  

• Part One: Assessment phase 

• Part Two: Report Compilation and Launch 

Teresa will be overseeing Part Two of the Project upon her return from Maternity leave, and I 

will be overseeing Part One of the project. With your help, I hope to establish a Steering 

Committee to guide the project in both phases. 

As part of needs assessment, our work plan includes an external consultant to carry out the 

interviews and surveys that will form part of the assessment phase.  

Part One: Assessment 

Objective: To identify ‘gaps’ or new approaches that are necessary following the transfer of 

the pharma dossier from DG Enterprise to DG SANCO. 

Draft Plan for the Needs Assessment: 

1. Elicit DG SANCO Pharmaceutical priorities ‘Wishlist’ from Patient and consumer 

groups that campaigned for the transfer of the pharma dossier 

2. Elicit DG SANCO Pharmaceutical priorities ‘Wishlist’ from HAI Europe network 

3. Refine wishlist issue areas according to legal competency of EU on pharmaceuticals 

4. External advisor will conduct an analysis of the effects of the transfer of the Food 

Safety portfolio from DG Enterprise to DG SANCO to inform our own study 

5. External advisor will conduct a perspective audit of a sample of all medicines 

stakeholders at EU level (including the various EU institutions) to establish where we 

are now, where do we want to be, and how do we get there. 

The issue priorities identified by patient and consumer constituents of DG SANCO, plus the 

analysis of the Food Safety portfolio transfer example, and the results of the perspective 

audit will form the basis for the issue areas that will be selected for our technical advice to 

DG SANCO. 

For more information on this project, please contact Terri Beswick: terri@haieurope.org 


